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(6) Concurrently, using the same 
method, five IgG measurements shall 
be made on an IgG Species Standard 
supplied or approved by APHIS. The 
IgG Species Standard shall be a prepa-
ration that contains IgG specific for 
the species in question at a concentra-
tion acceptable to APHIS. 

(7) For an IgG Reference Product to 
be satisfactory, all animals used to 
qualify the reference must remain free 
of unfavorable product-related reac-
tions and at least 90 percent of the 
paired serum samples must reflect an 
increase in IgG concentration 
(posttreatment minus pretreatment 
concentration) equal to or greater than 
the IgG concentration of the IgG Spe-
cies Standard. 

(b) Antibody functionality. Prior to li-
censure, the prospective licensee shall 
perform a neutralization study, or an-
other type of study acceptable to 
APHIS, to demonstrate functionality 
of product antibody. 

(c) Potency. Bulk or final container 
samples of completed product from 
each serial shall be tested for IgG con-
tent as provided in this paragraph. 
Samples of the test serial and of an IgG 
Reference Product established in ac-
cordance with paragraph (a) of this sec-
tion shall be concurrently tested for 
IgG content by the RID method re-
ferred to in paragraph (a)(5) of this sec-
tion. Five IgG measurements shall be 
made on each. If the IgG level per dose 
of the test serial does not meet or ex-
ceed that of the reference, one com-
plete retest, involving five IgG meas-
urements on both the reference and 
two samples of the test serial, may be 
conducted. If, upon retest, the average 
IgG level per dose of the two samples of 
the test serial does not meet or exceed 
that of the reference, or if a retest is 
not conducted, the serial is unsatisfac-
tory. 

[61 FR 51777, Oct. 4, 1996] 
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AUTHORITY: 21 U.S.C. 151–159; 7 CFR 2.22, 
2.80, and 371.4. 

SOURCE: 39 FR 16869, May 10, 1974, unless 
otherwise noted. 

§ 114.1 Applicability. 

Unless exempted by regulation or 
otherwise authorized by the Adminis-
trator, all biological products prepared, 
sold, bartered or exchanged, shipped or 
delivered for shipment in or from the 
United States, the District of Colum-
bia, any Territory of the United States, 
or any place under the jurisdiction of 
the United States shall be prepared in 
accordance with the regulations in this 
part. The licensee or permittee shall 
adopt and enforce all necessary meas-
ures and shall comply with all direc-
tions the Administrator prescribes for 
carrying out such regulations. 

[52 FR 11026, Apr. 7, 1987, as amended at 56 
FR 66784, Dec. 26, 1991] 

§ 114.2 Products not prepared under li-
cense. 

(a) When an establishment license is 
issued, if biological products which 
were not prepared in compliance with 
the regulations are in the establish-
ment, such products shall not be 
shipped or delivered for shipment or 
otherwise dealt with as having been 
prepared under such regulations. 

(b) Except as provided in 9 CFR part 
103, a biological product shall not be 
prepared in a licensed establishment 
unless the person to whom the estab-
lishment license is issued holds an un-
expired, unsuspended, and unrevoked 
product license issued by the Adminis-
trator to prepare such biological prod-
uct, or unless the products prepared 
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